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number of patients with breast cancer, these are impressive
figures. If the subcommittee can achieve its aims and institute
a new generation of large collaborative trials continuing
assessment will have become an accepted part of the treatment
of breast cancer. Controlled therapeutic trials will not discover
a cure; but they are an essential part of the assessment of
new methods of treatment, and they spare women the potential
morbidity of unsuitable and untried methods of treatment.
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Cardiac surgery in infancy
Some congenital heart lesions may be found in about eight per
1000 live births.'-3 Of these, nearly one-third are ventricular
septal defects. Seven other lesions-atrial septal defect, patent
ductus arteriosus, coarctation of aorta, aortic and pulmonary
stenosis, Fallot's tetralogy, and transposition of the great
arteries-among them account for a further 50QO. Many of
these lesions, such as small atrial and ventricular septal defects,
carry an excellent prognosis. Others, such as transposition, are
fatal. Most deaths from congenital heart disease occur within
the first year of life, most of them within the first month.
Transposition, ventricular septal defect, coarctation, and the
varieties of left heart hypoplasia are responsible for half the
deaths. These facts of infant life explain how many children
can develop normally despite having congenital heart disease,
but others, usually with more complex and less common
lesions, will not survive without surgical treatment, which must
be undertaken early if it is to be successful.
The surgical treatment of congenital heart disease may be

palliative or "corrective." The technical problems of operating
on infants led to the development of a number of lifesaving
and relatively simple palliative procedures, such as the Blalock
shunt (in which the subclavian artery is anastomosed to the
pulmonary artery, thereby increasing the blood supply to the
lungs and improving system arterial oxygenation); banding of
the pulmonary artery to diminish pulmonary blood flow in
infants with large left-to-right shunts; and atrial septostomy
to increase systemic and pulmonary venous mixing in trans-
position. "Corrective" procedures may either be simple and
truly corrective, such as the ligation of a patent ductus
arteriosus, or may be corrective in the sense that they restore
the circulation towards normal without correcting the
anatomical fault, as in the Mustard operation for transposition,
in which an atrial baffle is constructed to redirect the venous
blood into the appropriate ventricle and arterial system.
How good are the results of surgery in infancy? A recent

paper4 from the Hospital for Sick Children, Great Ormond
Street, London, has looked at the survivors of cardiac surgery
on 599 infants between 1955 and 1976. The outcome was
determined by the risk of the operative procedure and its
efficacy. Primary closure of ventricular septal defect gave both
a low initial mortality and a high late survival rate. Relief of
pulmonary stenosis and aortic coarctation and correction of
total anomalous pulmonary venous drainage all carried a high
initial mortality but gave a high late survival rate. Mustard's
operation and shunts for Fallot's tetralogy resulted in a low

initial mortality but low late survival rate. Pulmonary artery
banding for ventricular septal defect or transposition, shunts
for pulmonary atresia with ventricular septal defect, and atrial
septostomy for transposition all resulted in low initial and low
late survival rates.

This study reflects the increasing emphasis and success of
cardiac surgery in infancy (320 open heart operations were
performed in Britain in children aged under 1 year in 1978),
and provides evidence against which future developments can
be compared. One conclusion drawn from the study is that
two-stage procedures-palliation in infancy followed by
correction later-give unsatisfactory results: the low overall
survival from pulmonary artery banding should mean that this
procedure has limited application in the future.
A trend towards primary correction of congenital heart

disease is also described in a study from San Francisco of 509
infants operated on between 1975 and 1979.5 Conventional
palliative procedures were necessary for only about 5% of
infants with more complex lesions, and some 84% underwent
corrective procedures. Though there are exceptions to this
trend-for example, small babies with Fallot's tetralogy and
hypoplastic pulmonary arteries6 -infants requiring surgery for
congenital heart disease should be offered corrective procedures
whenever possible.
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Hunting rare adverse drug
reactions
Adverse reactions that occur in an incidence of about 1 in a
100 are likely to be detected in the premarketing tests of a new
drug. Nevertheless, less common adverse reactions and those
that occur in patients not included in premarketing studies-
pregnant women, for instance-often cannot be detected before
marketing. The public, doctors, the drug industry, and the
media all remember painfully the problems encountered
with thalidomide and practolol, and there is strong pressure
for adverse reactions to be detected as quickly and efficiently
as possible. Hence various drug companies have tried systems
of "monitored release," where doctors are encouraged by the
company to report adverse reactions of new drugs, but these
have not been successful and sometimes have come dangerously
close to being disguised promotion.

In the last few months three new schemes have been mooted.
The Government's scheme, Retrospective Assessment of Drug
Safety (RADS), has been abandoned for economic reasons.
The Royal College of General Practitioners' scheme, where
drug companies commission a study of a new drug, has been
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